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For mcreased rate of welght gam in sucklmg beef calves aad fe;: mcreased rate of weight gain
and 1mproved feed efﬁcmncy in steers and helfers fed m aenﬁnement for slaughter.

~This supplement provzdes for the addition of the sucklmg beef calf lndlcatxon “For
increased rate of weight am” ori mally approved under NADA 141041, to the
DURALEASE label. In add it updates the dosage administration for suckling beef
calves to 0.5 mL (10 mg). This supplement also provides for a change in the indication
and dosage to allow use for mcreased rate of weight gain in steers fed in confinement
for slaughter, previously at 10 mg (0. 5 mL) to 20 mg (1.0 mL) In addition, this
supplement also provndes for a new 10 mL vml size.
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This appreval does not qu 1
»Federal Food Drug, and C‘os, |

| 'Pursuant to 21 CFR 514. 106
Category 318 supplemental chany
: da‘ca in :the parent NADA e
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: 6 ATTACHMENTS

v.fFaQSImﬂe Labelmg 1s atta‘ od as mdicated below

= Irmer Carton Label (1 x 50
Vial Label (DURALEA

\g estradiol benzoate

: ,’Package Insert (1 X 50 nl)
‘;’~Inner Carton Label (1 x 0On

“Vial Label (10 L. steril ,di
"'Case Sh:pper Label (10x 10 m )
] ’Package Inseﬂ (I X 10 mL) o
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Mlcroencapsulated Estradlol Benzoate
L ‘Suspension Implant e

: Manufactured bya, en—stenhzmg process

Manufactured by -

PR Phatmaceutlcals Inc.
1716 Heath Parkway
Fort Collins, CO -

80524

“Item# non

Distributed by

~‘Menial Limited
, 3239 Satelhte Blvd
3 -Du!uth GA
: 30096-4640 U S A.
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